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PCT 



CHAPTER II 



DEMAND 

under Article jl of the Patent Cooperation Treaty: 
The undersigned requests that the international application specified beU>w be the subject of 
international preliminary examination according to the Patent Cooperation Treaty. 



Identification of IPEA 



For International Preliminary Examining Authority use only 

! 

Date of receipe of DEMAND 



Box No. I IDENTIFICATION OF THE INTERNATIONAL APPLICATION | A PP ,ic * nt ** or *$ cnt * s ri < 

RVf/X88889/PC 



International application No. | International filing date (daylmoniiilyear) i (Earl.e^) priority date (day/mondtjycar) 

PCT/IT97/00040 [ 27 February 1997 



rii/uy//uwju 1 27 February 1997 (28th February 1996) 

Title of.nvent.cn PHARMACEUTICAL COMPOSITIONS COMPRISING NATURAL HUMAN 
a- INTERFERON I 



Box No. II APPLICANT^ 



Name and a ddic« : (Fstmih none foitewed by pven name; for a (egai en WV. full official destination. 
" The address most include postal code and name of qou'ixoj ) 

IFI ISTITUTO FARMACOTERAPICO 

ITALIANO S p A 

Via Paolo Frisi, 21/23 

00197 ROME 

ITALY 



Tclephofji 



c No.: 



F*55imi]<! No.: 



TclepHab r No.: 



State (i.e. country) of nationality: 



ITALY 



State (i.e. country) af residence; 



ITALY 



Name and address: (Fandy name followed by giwxnamc; for a te^d aiaty, full official designation. The xidrcn *u£ wiudc portal code and name of con nay) 

TARRO Giulio 

IFI ISTITUTO FARMACOTERAPICO ITALIANO S.pA. 
Via Paolo Frisi 21/23 
00197 ROME ITALY 



State (i.e. country) of nationality: 



ITALY 



State (I.e. country) of residence: 



ITALY 



Na me a nd *ddresa: fFaniiy none followed by five* name, for a lejal entity, full official designation. 7\e address must include postal code and none of county } 

BROZZO Renato 

IFI ISTITUTO FARMACOTERAPICO ITALIANO S.p A 
Via Paolo Frisi 21/23 
00197 ROME ITALY 



State (i.e. country) of nationality: ITALY 



State {t c. country) of residence 



ITALY 



[ j Further applicant are indicated On a continuahgn jrreei. 



Form PCT/1PEA/-01 {first iheet) (January IW-i) 



See \o(ei tv (he demand form 
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Sheet No 



International application No. 

PCT/1T97/00040 



Box No. Ill AGENT OR COMMON REPRESENTATIVE; OR ADDRESS FOR CORRESPONDENCE 



The following person is agent [ ] common representative 

[ j has been appointed earlier and represent; the applicants) also for international preliminary examination. 

is hereby appointed and any earlier appointment of (an) agen((s)/common representative is hereby revoked. 



□ is hereby appointed, specifically for the procedure before the International Preliminary Examining Authority, in 
addiuon to the agent(s)/cooimon representative appointed earlier. 



Name and address; tame followed by rivat name, for a legal cnutp, full official designation. 

The address must include postal code name of touxtry.) 

BAZZICHELLI Alfredo 

Societa Itatiana Brevetti S p A. 
Piazza di Pietra 39 
1-00186 Roma ITALY 



Tfelephoec No.: 

i +39 6 6785941 



Facsimile No.. 

i 

+39 6 6794692 



T^leprinler No.: 

612287 ROPAT-I 



□ 



Mark this eheck-box where no agent or common representative isThas been appointed and the space above i& used 
instead to indicate ■ special address to which correspondence should be sent. 



Box No. IV STATEMENT CONCERNING AMENDMENTS 



The applicant wishes the International Preliminary Examining Authority* j 

(i) \x\ Xa 5larl Inc international preliminary examination on the basis of the international application as originally filed, 
(ti) J to take into account the amendments under Article 34 of 

| | the description (amendments attached). 

[__] the claims (amendments attached). 

| j the drawings (amendments attached). 



M □ 



to ttke into account any amendments of the claims under Article 19 filed with the International Bureau (a copy is 
attached), _ j 

to disregard aoy amendments of the claims made under Article 19 and to consider them as reversed 

to postpone the sun of the international preliminary examination until the expiration of 20 months from the priority 
date unless thai Authority receives a copy of any amendments made under Article 19 or a notice from the applicant 
that he doe* not wish to make such amendments (Rule 69.1(d)). (This check-box fnay be marked only "here the time 
limit under Article 19 has not yet expired.) 1 



Where no check-box !* marked, international preliminary examination will start on the bjasisof the international application 
as originally filed or, where a copy of amendments to the claims under Article 19 a nd/fcr amendments of the international 
application under Article 34 are received by the International Preliminary Examining Authority before it has begun to draw 
up a written opinion or the international preliminary examination report, as so amende^ 



Box No. V ELECTION OF STATES 



The applicant hereby elects all eligible States (that is. all States which have been designated and which are bound by 
Chapter II of the PCT) except ♦ - " 



(If the applicant does not * ish to elect Certain eitgtble States, the name\s) or country cod<(s) of those States ^ust be 
indicated abo^e.) 



Form PCT/iPE-AMOi (second sheet) (January 1994) 



See Notes to the demand form 
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Sheet No. ? 



\ jiternational application No. 

; PCT/IT97/00040 



Bo* No. VI CHECKLIST 



The demand is accompanied by the following documents for the 
purposes of international preliminary examination' 



1. 


amendments under Article 3-1 






description 


sheets 




claims 


sheets 




drawings 


sheets 




letter accompanying amendments 


sheets 




under Article 34 


3. 


copy of amendments under Article 19 


sheets 


4. 


copy of statement under Article 19 


sheets 


S. 


other (specify): 


sheets 



For International Preliminary 
Examining Authority use only 



receivejd 

□ 
□ 
□ 



□ 



□ 



not received 

□ 

a 
□ 

a 

□ 
□ 

□ 



The demand is also accompanied by the item(s) marked below: 

1. Q separate signed power of attorney 4 - 0 fee calculation sjhect 



2. | [ copy of general power of attorney 
3- [ ] statement explaining lick of signature 



5 | | other (specify): 



Box No. VII SIGNATURE OF APPLICANT, AGENT OR COMMON REPRESENTA|TIVE 

fiat lo each sipuuure, indicate the name of ih* pern* signing and the capacity i* which tU person signs (if nek cqwlp a not otewfrom reading tU <bnend) 




Alfredo Bazzichelli 



For International Preliminary Examining Authority use only 



1 Date of actual receipt of DEMAND: 



2. Adjusted d»tc of receipt of demand due 
to CORRECTIONS under Rule 60.1(b): 



□ The date of receipt of the demand is AFTER the expiration of 19 months The applicant has been 

from the priority date and .tem 4 or 5. below, does not apply. ^ informed aecord.ngly. 



r—i The date of recc.pt of the demand .s WITHIN the period of 19 months from ih«| pnor.ty date as extended by v.rtue of 
4 - I I Rule 80 S. j 



I 1 Although the date of receipt of the demand is after the exp.rai.on of 1 9 months fr^m the priority date, the delay .rrrrival 

I I is EXCUSED pursuant to Rule 82. ; 



For International Bureau use only 



Demand received from I PEA on: 



Form PCT/IPEA/401 (bit iheet) (January i<W4) 



iV<r No(eS to the demand fnrm 



G4-QB-98 17:51 1FI SPA 



I D= 8839G68S88877 
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CHAPTER II 



In « e ™.i 0 n.i PC I /1 1-97/00040 

application No. 

Applet's or agent's RM/XSWWPC 
file reference 



FEE CALCULATION SHEET 
Annex to the Demand for international preliminary examination 

— • For International Preliminary Examining Authority as* only 



Date jump of the IPEA 



Applicant 

IFI ISTITUTO FARMACOTERAPICO ITALIANO S.p.A. et al. 



Calculation of prescribed fee* 



1. Preliminary examination fee 

2. Handling fee 

3 . Tota I of prescri bed fees 

Add the amounts entered at P and H 
a ad enter total in (he TOTAL box .... 



DEM 3000 



DEM 292 



DEM 3292 



TOTAL 



Mode of Payment 

r^~| authorization to charge deposit 
I account with (he IPEa (see below) 

| j cheque 

|^ J postal money order 

| | bank draft _ 



[ [ cash 

revenue sumps 
} ^**| coupons 
n oth « r (specify)-' 




Deposit Account Authorization (this mode of payment may not be available at all JPEAj) 

The IPEA/ FPO h/1 is hereby authorized to charge the total fees indicated above to my deposit account. 



28070048 



□ (this ehecM-bor may be marked Onby if Jite conditions for deposit accounts of the IPEA so permit) is hereby 
authorized to charge any deficiency or credit any overpayment inline total fee* indicated above to 
my deposit account. 



Deposit Account Number 



25 September 1997 



Date (day/month/year) 




vv 



S4gn3 l^ AlfrHn Ra77irhflli 



Form PCT/IPEA/401 (Annex) (January 1994) 



Set Notes to the fee calculation sheet 
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INTERNATIONAL SEARCH REPORT 
(PCT Article 1 8 and Rule* 43 and 44) 



Applicant's or Agent's file reference 

PC-Z3ZS8 


FOR FURTHER *** Notification of Transmittal of International Search Report 

(form PCT/ISA;220) a* well as, where applicable, item S below. 

ACTION 


International application No. 

PCT/ IT 97/00040 


International filing datcf daylmonthiycar) 

27/02/1997 


(Earnest) Priority Dale (dnylmoruh/yeur) 

! 28/02/1996 


Applicant 

IFI 1NSTITUT0 FARMAC0TERAPIC0 ITALIAN0. . . et al. 



This International Search Rcpon has been prepared by this International Searching Authority land i$ transmitted to the applicant 
according to Article l*. A copy is being tranimiticd to the Internationa] Bureau. I 

This International Search Report consists of a total of 3 iheeU, 

[^j It is also accompanied by a copy of each prior art document cited in this report. ! 



i . Q Certain claim* were found UAsearcfcaMe (jee Box l). 

2 Q Unity «4 invention is lacking (sec Box II) 

3 | | The inter national application contains disclosure of a nucleotide and/or amino acid sequence ticting and the 

international search was carried out on the basis of the sequence listing 

["""] filed with the international application j 

[ ] furnished by the applicant separately from the international application, 

j^J but not accompanied by a statement to the effect thai it dvd not include 

matter going beyond the disclosure in the international application as filed. 

| | Transcribed by this Authority j 

4. With regard to the ti«(e, {^] the text is approved u submitted by the applicant 

| 1 the text has been established by this Authority to read *j follows: 



V With regard to the abstract, 



□ 



the text is approved as submitted by the applicant. 

the text has been established, according to Rule 38.2(b), by this Authority as it appears in 
Box 1(1- The applicant may, within one month from the date of mailing of this Internationa] 
Search Report, submit comments to this Authority. 



6. The figure of the drawings to be published with the abstract is: 

figure No. |^| as suggested by the applicant. 

| | because the applicant failed to suggest a figure. 

[ ^] because this figure better characterizes the invention. 



None of the figures. 



Form PCT /ISA ,'2 10 (first sheet) (July 1992) 



84-08-98 17:52 IFI SPA 

INThK 



TIONAL SEARCH RKPORT 



ID=GG398688BSS77 



A. CLASSIFICATION OP SUBJKT M ATI'CR 

IPC 6 A61K38/21 



According io International Patent Clarification (tPQ or lo b«>th national ctHflfitaOon and IP*.: 



P .21 



Ini^^^fcnaJ Application No 

PC^IT 97/00040 



B- P (ELDS SEARCHED 



Minimum documentation icarchtd (cta»ifkataon system followed by cla-cnficaftOrt tymbols) 

IPC 6 A61K 



Documsntibon searched other Cian minimum documentation to the extent that wich documents are included ift the fields searched 



Electronic data ba*e consulted during the international Kirch (name of data base and, where practical, \caixhTternu u\ed) 



C. DOCUMENTS CONSIDERED TO BE Rbl RVAN I 



Category * 


Citation of document, with indication, where appropriate, of the relevant parages 


Relevant to claim No. 


X 


WO 88 03411 A (AMAR1LL0 CELL CULTURE 


1-6 




COMPANY) 19 May 1988 






see the whole document 




X 


ARCHIVUM IMMUNOLOGIAE ET THERAPI AE 


1-6 




EXPERIMENTALIS 41 (3-4). 1993. 259-265, 






XP0Q0674716 ; 






GEORGIANS 0 A: "Early changes in the ! 






plasma proteins of patients treated with 






low doses of oral natural human interferon | 






alpha ( I FN -alpha),** 






see the whole document 






-/-- 

i 





0 



Further document* are tuned »n the continuation of box C. 



m 



Patent family member* are luted in annex 



* SpcctaJ categories of ated documents : 

* A' document defining the general slate of the art which i* pot 

considered to be of particular relevance 
"E" earlier document but published on or after the international 
filing dale 

"L" document which may throw doubtt on priority claimfj) or 
which i\ altd to ertabhih the publication date of another 
citation of other tpeeial reuon (is tpectfied) 

"O" document referring to an oral di<cjo*unt, u*e. exhibition or 
other meant 

*P* document puhlnhed prior to the international filing date but 
liUr than the priority date claimed 



*T" later document published after the international filing date 
or priority date and not m conflict with the application but 
ated to understand fhfc pnn«ipl< or theory underlying (he 
invention 

'X* document of particular relevance, tMe claimed invention 
cannot be comadcred poviel or cannot be considered to 
involve 4/i invcnbve *cp when the document is taken 

*Y* document of particular relevance; the claimed invention 
cannot be conquered |to involve an inventive rtep when the 
document is combined wtm one tw more other Tuch docu 
menu, njch combtnabon being nbvtout to a penon skilled 
in the art 

document member ofithe umt patent family 

of ihj international tcar^n report 



Date of the actual complebon of the international icareh 

13 June 1997 



Date of mailing < 



$ 7. 07. 



Name and mailing addmi of the f$A 

European Patent Office, P.B. $81* PatcnUaan 2 
M 72%0 MV Rijswijk 
Tel (* 31 7t)>3*0 i04O. Tx }l <SSl rpo nl. 
Fa*: ( ♦ 31 70) 1*0 1016 



Authorized officer 



Moreau, J 



F««n PCT/IS/VJtO <wcon4 »HetO Ovly l«3) 



page 1 of 2 



04-88-98 17:52 



IF I SPA 
INTER 



TIONAI. SEARCH REPORT 



ID=8Q39868888S77 
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PC^I 



t*i Application No 

T 97/0004Q 



C (Conunu»Hon) DOCUMbNTS ( ONSlDEKbU TO BE RELfcVANT 



Category ' 



P,X 



Citation of document, indication, where appropriate, <A the relevant pauagei 



ARCH1VUM IMMUNOLQGIAE ET THERAPIAE 
EXPERIMENTALIS 41 (3-4). 1993. 237-240, 
XP000674717 

RATAJCZAK B: "Observation of the effect 
of low oral doses of human leukocytic 
interferon alpha in children with chronic 
HBV infection and impaired immune 
responses. " 

see the whole document 

ARCHIVUM IMMUNOLOGIAE ET THERAPIAE 
EXPERIMENTAL IS 44 (5-6). 1996. 359-366, 
XP000674715 

ZIELINSKA w* ET AL: "Comparison of the 
long-term effects of treatment with oral 
and parenteral interferon alpha in chronic 
viral hepatitis patients." 
see the whole document 



Relevant to claim No. 



1-6 



1-6 



1 



Form PCT/ISA/JIO (gofiOoviocm of (tain* th*«0 <Jwly IMS) 



page 2 of 2 



84- 88-98 17:53 



IFI SPA 
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Infurm*! 
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n*uon c 



IONAL SEARCH REPORT 

on pttcnt family memtwrt 



10=98 39 8 68888877 



P . 23 



PCT/JT 



Application No 

97/00040 



PAtcnl document 
CiU<J in t«»rch rcpw* 



Publication 
dace 



WO 8803411 A 



19-05-88 



Putem family 
membfr(i) j 


Publication 


AU 


625431 


8 


09-07-92 


AU 


1222788 


A 


01-06-88 


AU 


2634592 


A 1 


03-12-92 


CA 


1320905 


A 


03-08-93 


DE 


3789239 


D 


07-04-94 


DE 


3789239 


T ! 


16-06-94 


EP 


0341258 


A 


15-11-89 


HK 


24695 


A 


03-03-95 


IE 


61337 


6 


02-11-94 


KR 


9603377 


B 


09-03-96 


NO 


176995 


B \ 


27-03-95 


OA 


9144 


A 


31-10-91 


US 


5019382 




28-05-91 


ZA 


8708295 


ii 


03-05-88 



Fonn PCT. JSAjlit Itffuly j»r**) (July ) W; 



Q4-SS-9S 17:33 IFI SPA 
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Prom th9 

INTERNATIONAL PREL MINARY EXAMINING AUTHORITY 



09/125122 



To 



IFI ISTITUTO FARMACOTERPlCO 

1TALIANO SPA 

Via Paolo Fnsi, 2i-'23 

00197 Roma 

ITALIE 



PCT 



NOTIFICATION OF TRANSMITTAL OF 
THE INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 

(f*CT Rule 711) 



Applicant' 3 or agent's hie reference 
RM/X88889'PC 



Pate of mailing 

(day. month/year] 



0 9. 06.98 



— T 

W PORT ANT NOTFICATION 



International application No 
PCT/IT97/00040 


International filing date (&ay'rnontfty90r\ 
27/02/1997 


p 

2 


ionty date (day 'month, year) 

3/02/ 1 99$ 


Applicant 

IFI INSTITUTO FARMACOTERAPlCO ITAUANO ,.et al. 





1 The applicant is hereby notified ihat mis International Preliminary Examining Authority transmits herewith the 
international preliminary examination report and its annexes, it any. established on the international application. 

i 

2. A copy of the report and its annexes, it any, is being transmitted to the International Bureau for communication 
to all the elected Offices. 



3 Where required by any of the elected Offices, the International Bureau will prepare an English translation of the 
report (but not of any annexes) and will transmit such translation to those (j>ffices 

4 REMINDER 

The applicant must enter the national phase before each elected Oftice by performing certain acts (tiling 
translations and paying national fees) within 30 months from the priority da^te (or later in some Offices) (Article 
39(1)) (see also the reminder sent by the International Bureau with Form PjCT/IB/301) 

Where a translation of the mt&mationa\ application must be furnished to an elected Ofltce, that translation must 
contain a translation of any annexes to the international preliminary examination report It is the applicant's 
responsibility to prepare and furnish such translation directly to each elected Office concerned 

i 

For further details on the applicable time limits and requirements of the elepted Offices, see Volume It of the 
PCT Applicant s Guide 



Namo and mailing address ot the iP£A' 



European Patent Office 
0-50298 Munich 

Tel (♦49-89) 2399-0. Tx 523C56 opmu d 
F*k < +.19-391 2399-4465 



Authored officer 
Senkel, H ! 

Tel. C*49-89! 2399-6071 



Form PCT/)PEA'416 (July l$92> 



G4-98-98 17=53 IFI SPA 



ID=8Q39868S89877 
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PATENT COOPERATION TREATY 

PCT 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 

(PCT Article 36 and Rule 70) i 



Applicant's or agent's fife reference 
RM/X8&&&9/PC 


FOR FURTHER ACTION |e* Not,t 


cation of Transmittal of International 
ry Examination Report (PCT/IPEA/4)6) 


international application No 
PCT/1T97/00040 


International filing date tday'month/yaar) 

27/02/1997 


r- "i 

Priority dare (oay-'/nonVvyear) 

28|02/1996 

I 1 . — „ 



International Patent Classification (IPC) or national classification and IPC 
A61K38/21 



Applicant 

IFI INSTITUTO FARMACOTERAPICO ITALIANO. .et al 



1 This international preliminary examination report has been prepared by this international Preliminary Examining Authority 
and is transmuted to the applicant according to Article 36 j 

2 This REPORT consists of a total of 5 sheets, including this cover sheet ! 

□ This report is also accompanied by ANNEXES, i e. , sheets of the description, claims and/or drawings 
which have been amended and are the basis tor this report and/or sheets containing rectifications made 
before this Authority (see Rule 70 1 6 and Sectton 607 of the Administrative Instructions under the PCT) 

These annexes consist of a total of sheets ; 



3 This report contains indications relating to the following items: 



I 


3 


II 


□ 


111 


□ 


IV 


□ 


V 




VI 


□ 


VII 




VIII 


B 



Reasoned statement under Article 35(2) with regard 1o novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



VIII gf Certain observations on the international application 



Date of submission of the demand 
25/09/1997 



Name and mailing address of the IPE A/ 



European Patent Office 
D- 60298 Munich 

Tel (+49-891 2399-0. Tx 523656 epmj d 
Fax (+49 39) 2359*4465 



Date of completion of thi& report 

0 9. 06. 98 



Authorized officer 

Villa Riva, A 

Telephone No 1*49-89) 2399-8404 



Form PCT/fPE A/409 < Cover sheen (January 1994, 



S4-Q8-98 17=54 IFI SPA I D=98 39S68 88Q877 p . 26 



INTERNATIONAL PRELIMINARY 

EXAMINATION REPORT International application No PCT/IT97/00040 



I. Basis of the report 

1. Thfs report has been drawn on the basis of (substitute sheets whfch have been furnished to the receiving Office in 
response to an invitation under Article 14 are referred to in this report as originally filed " and are not annexed to 
the report smco they do not contain amendments ) : j 

Description, pages: 

1-12 filed with the demand 

Claims, No.; 

1 -6 filed with the demand 



2. The amendments have resulted in the cancellation of: 

i 

□ the description, pages. j 

□ the claims. Nos. 

□ the drawings, sheets: 

3. □ This report has been established as if (some ot) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 



4 Additional observations, if necessary: 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 

applicability; citations and explanations supporting such statement | 

1. Statement j 

Novelty (N) Yes Claims 1.5,6 . 

No. Claims 2-4 ! 

Inventive step (IS) Yes: Claims : 

No Claims 1-6 ! 

Industrial applicability (IA) Yes Claims 1-6 

No Claims 



Form PCT/lPEA/409 (BoxOS I- VIII, Sheet 1) (January 199d\ 
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INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



International Application No PCT/IT97/00040 



2 Citations and explanations 

! 

see separate sheet 
VII. Certain defects in the international application 

The following defects in the form or contents ot the international application hav| been noted 
see separate sheet 



VIII. Certain observations oh the international application 

i 

The following observations on the clanty of the claims, description, and drawing^ or on the question whether the 
claims are fully supported by the description, are made: ; 

i 

see separate sheet , 



Form PCT/IPEAU09 (Boxes i-viu. Steel 2) (January 1994) 
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INTERNATIONAL PRELIMINARY international application No PCT/IT97/00040 
EXAMINATION REPORT - SEPARATE SHEET 



Section V 



1 . Reference is made to the following documents: 
D1- WO-A-8 803 411 

D2 - Georgiades J. A., Arch. Immunol. Ther. Exp.. 41, 259 ||1993). 

2. Novelty 

The subject-matter of claims 2-4 cannot be considered ne^/ in the sense of PCT Art. 
33(2). Document Dt discloses the use of human natural oninterferon in a formulation 
which can be a solution for peroral administration (see D1j, e.g. p. 9, lines 5-11) in a 
dosage which corresponds to the values of present clairr) 2 (see D1, p. 5, lines 24- 
25). for the treatment of neoplastic (D1, p. 9, lines 22-28)|and immunologic disease 
(Dl, p. 8, lines 3-5). The fact that a-mterferon is obtained from leukocytes, in 
particular lymphocytes, or lymphoblastoid cells, like in jpresent claims 3,4 is just 
standard practice (see e.g. 01, p. 13, lines 21-26 and following, D3, p 239, left 
column, lines 1-3). , 



regarded as to provide an 



3. Inventive step 

The problem to be solved by the present invention may be 
improved administration form of human natural a-intarferon with better patient 
compliance, high effectiveness and good pharmacokinetics. 
D1, which is the closest prior art, as already discussecj under point 2 discloses 
exactly the same solution as in the present application, i.e[ the use of human natural 
a -inteHeron in aqueous solution, against immunological, viral and neoplastic 
diseases. The only difference to present claim 1 is thatihepatitis is not mentioned 
among the viral diseases listed. However, the use of human natural a-interieron in 
peroral solid form against hepatitis is known (see e.g. D$. p. 259, left column, lines 
1-10 and description p.1, tines 10-15 ). j 

Therefore, in view of the advantages of the liquid form ov^r the solid one, it would be 
obvious for the skilled person to combine the teachings of D1 and D2 and adopt the 
same solution as in present claims 1-2: 6. 

As far as the particular drug concentration in claim 6 is concerned, the optimization 
of the concentration of the active principle in an administration form is a routinary task 
of the skilled person and does not involve an inventive step. The same is valid for the 
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subdivision of the composition into dosage units as in claim 5. 



Section VII 

4. Contrary to the requirements of Rule 5.1(a)(n) PCT, the' relevant background art 
disclosed in the documents D1-02 is not mentioned in the description, nor are these 
documents identified therein. 

A careful linguistic revision of the description is advisable* 



Section VIII 



5. The expression M appr." in claim 5 is not clear. Abbreviations; should be avoided in the 
wording of the claims. Moreover, only a dosage unit of 1njil, not of "approximately 1 
ml" is supported by the description (p. 4, line 12). This shpuld be amended to meet 
the requirements of Art. 6 PCT. 

The expression "UP (claims 1 ,2. and 6. and description) should be changed to "IU", 
(International Units) as these are the units generally acdepted in the art (see also 

D1). I 

i 

i 
i 

i 
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of the applicant is directed to Rule 17.1 (c) which provides that no designated Office may disregard the priority claim 
concerned before giving the applicant an opportunity, upon entry into the national phase, to furnish the priority document 
within a time limit which is reasonable under the circumstances. 

4. The letters "NR" appearing in the right-hand column denote a priority document which was not received by the International 
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1 . Q REPLY DUE within months/days from the above date of mailing 

Q NO REPLY DUE, however, see below 

g] IMPORTANT COMMUNICATION 

□ INFORMATION ONLY 



2. COMMUNICATION: 



We acknowldege receipt of your communication dated 22 September 1998, bringing to the attention of the 
International Bureau that in respect of the above mentioned application, the international publication 
No. WO 97/31649 mailed on 04 September 1997 (04.09.97) indicated incorrectly the second priority number as 
RM96A000247 instead of RM96A000427. 

The International Bureau shall publish a correction in the Section II of the PCT Gazette. A corrected version of the 
front page of the corresponding PCT pamphlet will also be published. 

A copy of this notification has been sent to the designated Offices concerned, 
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